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Dear EMS Provider:

RE: Important information for all EM S Providersin Texas.

The Texas Department of Hedth's Bureau of Emergency Management has held a CLIA Laboratory
Certificate of Waiver for adl ambulancesin Texasfor severd years. However, we have been advised not to
renew the current certificate that will expire on August 31, 2004, because of legd implications for the
department. Effective September 1, 2004, EM S Providerswill be responsiblefor securing and maintaning a
current CLIA Certificate of Waiver. This applies to any firm using glucometers or other devices to test
blood or other patient fluids. Firms that do not use glucometers or other devices to test blood or other
patient fluids are not subject to CLIA requirements.

The Clinica Laboratory Improvement Act (CLIA) of 1988 established licensing requirementsfor facilities
(incdluding EM Sfirms) performing lab tests. Even smple tests such as blood glucose testing and monitoring
fal under the CLIA requirements. Fortunately, those smple tests that are commonly performed on EMS
units quaify for aCLIA Certificate of Waiver. The CLIA requirements for facilities operating under the
Certificate of Waiver are much lower than for other |aboratories, but an application and fee are il
required.

Complying with the requirements of the Certificate of Waiver is actudly very easy. EMS providers are
samply required to follow the equipment manufacturer’s recommendations and ingructions. Employees
should be trained in the use of any equipment such as the device used for blood glucose testing.
Additiondly, acopy of the manufacturer’ s recommendations and ingtructions should be reedily availableif
your fadility isingpected by the TDH’ sHed th Fecility Compliance Divison. Violationsof CLIA canresultin
afine of up to $1,000 per day from the Office of Inspector Generd.

A downloadable gpplication and ingruction sheet for the Certificate of Waver is avalable a:
www.cms.hhs.gov/forms/cms116.pdf.

Fees are asfollows:

Non-Profit Organizations - $150

Governmenta Entities and Private Providers - $150 per address
(Each subgtation location counts as an additional address.)

Hospital-based EMS Providers may be able to work under the exigting laboratory CLIA license if the
director of the lab iswilling to accept the respongbility.
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Completed applications may be faxed to (512) 834-6653. The application is processed by the Hedth
Facility Compliance Divison. Thefederd government will issue ahbill and the Certificate of Waiver isissued
upon receipt of the fee. Additiona information about CLIA is avalable on the web a:
www.cms.hhs.gov/clial and www.phppo.cdc.gov/clialregs/toc.aspX.

Please call TDH’ sHealth Facility Compliance Divison at (512) 834-6650if you have questions concerning
CLIA requirements.

Sincerdy,

Al O ok

Kathyrn Perkins, RN, MBA
Chief
Bureau of Emergency Management
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